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Claim Rejections - 35 USC § 112 

Claims 1,12, 47-49, 51, 53 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

i) In claims 1 and 12, the phrase "optionally substituted" without saying what the substituents are 
is indefinite. 

ii) In claim 47, it is unclear where the "in vivo hydrolysable ester" in claim 1 is. 

iii) In claim 48, the structural formula is incomplete. The N attached to the azepinone has two 
dangling valencies. Appropriate correction is required/See also compound 1 and If in claim 49, 
compound 2 in claim 51 and compound 1 1A in claim 53. 

Claims 39-46 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the enablement requirement. The claims contain subject matter which was not described in the 
specification in such a way as to enable one skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and/or use the invention. 

In evaluating the enablement question, several factors are to be considered. Note In re 
Wands, 8 USPQ2d 1400 and Ex parte Forman, 230 USPQ 546. The factors include: 1) The 
nature of the invention, 2) the state of the prior art, 3) the predictability or lack thereof in the art, 
4) the amount of direction or guidance present, 5) the presence or absence of working examples, 
6) the breadth of the claims, and 7) the quantity of experimentation needed. 
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1) The nature of the invention: The claims are drawn to the treatment of neurological disorders 
associated with p-amyloid production, inhibiting y-secretase activity and for the treatment or 
prophylaxis of Alzheimer's disease or Down's syndrome. 

2) The state of the prior art: There are no known compounds which have been demonstrated to 
prevent Alzheimer's disease or Down's syndrome. 

3) The predictability or lack thereof in the art: It is presumed in the prevention of a disease that 
there is a way of identifying those people who may develop AD. There is no evidence of record 
which would enable the skilled artisan in the identification of the people who have the potential 
of becoming afflicted with Alzheimer's disease. Alzheimer's disease is difficult to treat. The 
only known treatment, albeit not effective, is the use of using acetylcholine esterase inhibitors. 
No one has been able to use gamma secretase inhibitors to treat or prevent AD or Down's 
syndrome. Where the utility is unusual or difficult to treat or speculative, the examiner has 
authority to require evidence that tests relied upon are reasonably predictive of in vivo efficacy 
by those skilled in the art. See In re Ruskin, 148 USPQ 221', Ex parte Jovanovics, 21 1 USPQ 
907, MPEP 2164.05(a). 

4) The amount of direction or guidance present and 5) the presence or absence of working 
examples: There are no doses present to direct one to protect a potential host from AD or 
Down's syndrome. 

6) The breadth of the claims: The claim is drawn to a disorder whose prevention is unknown. 

7) The quantity of experimentation need would be an undue burden to one skilled in the 
pharmaceutical arts since there is inadequate guidance given to the skilled artisan for the many 
reasons stated above. 
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Thus, factors such as "sufficient working examples", "the level of skill in the art" and 
"predictability", etc. have been demonstrated to be sufficiently lacking in the instant case for the 
instant method claims. 

The how to use portion of the statute has not been addressed regarding claims 27 and 28. 
This means that Applicants must teach the skilled practitioner, in this case a physician, how to 
treat a given subject. The physician clearly must know what disease and what symptom are to be 
treated. In this case, Applicants have not provided what is being treated by claims 27 and 28, 
who the subject is, how one can identify said subject (i.e. how one can identify a subject in 
need), given no specific dose, given no specific dosing regimen, given no specific route of 
administration, and do not specify what diseases or symptoms they intend to treat. One skilled in 
the art cannot say whether or not a neurological disorder is associated with P-amyloid 
production. 

Patent protection is granted in return for an enabling disclosure of an invention, not for 
vague intimations of general ideas that may or may not be workable. Tossing out the mere germ 
of an idea does not constitute enabling disclosure. Genentech Inc. v. Novo Nordisk 42 USPQ2d 
1001. 

As the Supreme Court said in Brenner v. Manson, 148 USPQ at 696: "a patent is not a 
hunting license. It is not a reward for the search, but compensation for its successful 
conclusion." As U.S. Court of Customs and Patent Appeals stated In re Diedrich 138 USPQ at 
130, quoting with approval from the decision of the board: "We do not believe that it was the 
intention of the statutes to require the Patent Office, the courts, or the public to play the sort of 
guessing game that might be involved if an applicant could satisfy the requirements of the 
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statutes by indicating the usefulness of a claimed compound in terms of possible use so general 
as to be meaningless and then, after his research or that of his competitors has definitely 
ascertained an actual use for the compound, adducing evidence intended to show that a particular 
specific use would have been obvious to men skilled in the particular art to which this use 
relates." 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 23-33 are provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-9 and 12-23 of copending Application No. 
10/528,640. Although the conflicting claims are not identical, they are not patentably distinct 
from each other because the copending claims embrace the instant claims. The claims differ from 
the copending claims by reciting specific species and a more limited genus than the claims in the 
copending application. However, it would have been obvious to one having ordinary skill in the 
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art at the time of the invention to select any of the species of the genus of the copending 
application, including those instantly claimed, because the skilled chemist would have the 
reasonable expectation that any of the species of the genus would have similar properties and, 
thus, the same use as taught for the genus as a whole. One of ordinary skill in the art would have 
been motivated to select the claimed compounds from the genus of the copending application 
since such compounds would have been suggested by the claims of the copending application. It 
has been held that a prior art disclosed genus of useful compounds is sufficient to render prima 
facie obvious a species falling within a genus. In re Susi, 440 F.2d 442, 169 USPQ 423, 425 
(CCPA 1971), followed by the Federal Circuit in Merck & Co. v. Biocraft Laboratories, 847 
F.2d 804, 10 USPQ 2d 1843, 1846 (Fed. Cir. 1989). 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Allowable Subject Matter 

Claims 2-1 1 and 13-22 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Claims 50 and 52 are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bruck Kifle, Ph.D. whose telephone number is 571-272-0668. 
The examiner can normally be reached on Mondays-Fridays from 8:30 AM -6:00 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 571 -272-066 1. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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